with multiple modalities. In addition, the ]ack of classification regulations has prevented the Agency from establishing exemptions from premarket notification for some of these devices when it would be appropriate. To remedy this situation, a classification proposal for five medical image management devices has been developed and was published in the Federal Register (Vol. 61, No. 232/Monday, December 2, 1996) . Under the proposal, medical image storage devices and medical image communications devices would be classified into class I (general controls), and products of these types that do not use irreversible compression would be exempted from the requirement of premarket notification. Medical image digitizers, medical image hardcopy devices, and PACS would be classified into class II (special controls).
Comments on the proposal are being received and will be analyzed, and the proposed classifications will be modified as needed. Until the proposed rule is finalized, we expect to continue to receive premarket notifications on all these products,
